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» 7/?e MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on 26 September 2005 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^0 Claim(s) 1-3.5,7 and 9-17 is/are pending in the application. 

4a) Of the above claim(s) 5 is/are withdrawn from consideration. 

5) E3 Claim(s) 7 and 9-11 is/are allowed. 
6® Claim(s) 1-3 and 12-17 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^3 The drawing(s) filed on 17 December 2003 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P© r No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 5 ) d Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) □ Other: . 

U.S. Patent and Trademark Office " — ___ ~~ 

PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 120905 
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DETAILED ACTION 

Claim Objections 

Claim 5 is objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form. As previously noted, claim 5 depends from claim 4, which is a 
canceled claim. Applicant failed to correct this deficiency and the claim's proper 
dependency remains unclear. Accordingly, claim 5 has been withdrawn from further 
consideration. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 7 and 12-17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Michelson (6,558,423; of record). 

Michelson teaches an interbody fusion implant 800 having a height which is 
greater than the intervertebral spacing (see, e.g., Fig. 46D), such that when implanted, 
at least a portion of the device 800 penetrates into one or both of upper and lower 
vertebral bodies (see, e.g., Figs. 52 and 53). The implant includes a threaded fastener 
842 configured to extend through the implant 800 and the vertebral body (see Figs. 52 
and 53). The implant includes apertures 834 which receive the fastener 842, and a 
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guide 836. It is clear that the implant includes lateral surfaces wherein the apertures 
834 are located. Each of the lateral surfaces faces a vertebral body when implanted 
(see Figs. 46D, 52 and 53). Michelson does not explicitly disclose the removability of 
the guide, defined by the lateral surface and corresponding aperture. However, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to provide the implant with removable guides, defined by the lateral surfaces and 
corresponding aperture, since it has been held that constructing a formerly integral 
structure in various elements involves only routine skill in the art. Nerwin v. Erlichman, 
168 USPQ 177, 179. 


Allowable Subject Matter 

Claims 7 and 9-1 1 are allowed. 


Response to Arguments 

Applicant's arguments filed 26 September 2005 have been fully considered but 
they are not persuasive. 

First and foremost, Applicant is encouraged to read 37 CFR 1.3 (MPEP 714.25) 
so that all future correspondence with the Office is proper and suitable for entry into the 
official record. Examiner has NOT inappropriately attempted to pass off his own words 
as those of Applicant (see Applicant's Remarks). Examiner's remarks were made in a 
non-final rejection to which Applicant could respond. If there are no arguments 
regarding a set of claims, and the case is is still pending, Examiner is within his right 
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and duty to draw logical conclusions, which Applicant can appropriately rebut if 
necessary. Applicant asserts that Examiner stated "applicant agrees with the Examiner 
that Michelson '423 anticipates claims 1-3 and 5." However, and rather importantly, 
Applicant omits that Examiner qualified the statement with "it appears that" (i.e. "it 
appears that Applicant agrees..."). Thus, examiner simply drew a logical conclusion 
about the status of the claims that Applicant can appropriately rebut. Thus, it is actually 
Applicant's remarks that inappropriately mischaracterize those of the Examiner. 

Applicant also attempts to argue that an aperture somehow cannot be 
considered a guide. However, for this argument to be given any weight, it is noted that 
the specification must clearly set forth the definition of "guide" explicitly and with 
reasonable clarity, deliberateness, and precision sufficient to preclude the noted 
interpretation. Exemplification is not an explicit definition. Even explicit definitions can 
be subject to varying interpretations. See Teleflex, Inc. v. Ficosa North America Corp., 
63 USPQ2d 1374, 1381 (Fed. Cir. 2002), Rexnord Corp. v. Laitram Corp., 60 USPQ2d 
1851, 1854 (Fed. Cir. 2001), and MPEP 2111.01. Furthermore, it is noted that 
arguments of attorney cannot take the place of evidence. Moreover, Examiner 
interprets claim language under a broadest reasonable interpretation consistent with the 
specification. Certainly, an aperture can be considered to be a nebulously claimed 
"guide," at least since an aperture has walls which bound and direct an object passing 
therethrough. That independent claim 1 has been narrowed in its scope by Applicant in 
the present amendment to overcome the Michelson rejection under 35 USC 102(e), 
also suggests that an aperture can be reasonably considered a guide. 
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Applicant has requested that Examiner explicitly point out where the '423 patent 
teaches or suggests " a fastener configured to extend through at least a portion of at 
least one of the vertebral bodies and into the lateral surface of the fusion device." 
Apparently, Applicant has overlooked page 2 (the last two lines) of the Office Action 
mailed on 25 May 2005 where Examiner explicitly stated, "The implant includes a 
threaded fastener 842 configured to extend through the implant 800 and the vertebral 
body (see Figures 52 and 53)." If Applicant is unable to locate this passage or has any 
other questions, he is encouraged to call the Examiner at 571-272-4710 for assistance. 

Respectfully, 



D. Comstock 

10 December 2005 



